
FORM FDA 482 (9/00)  PREVIOUS EDITION IS OBSOLETE  (Continued on Reverse)  NOTICE OF INSPECTION 
PSC Media Arts (301) 443-1090     EF  

DEPARTMENT OF HEALTH AND HUMAN SERVICES  
FOOD AND DRUG ADMINISTRATION 

1. DISTRICT OFFICE ADDRESS & PHONE NO.  
1431 Harbor Bay Parkway 
Alameda, CA 94502-7070 

2. NAME AND TITLE OF INDIVIDUAL  
Robert K. Thompson, Plant Manager 

3. DATE  
10-20-05 

4. FIRM NAME  
Garden City Nut Shellers 8:30 a.m.  
6. NUMBER AND STREET  
2704 Sellers Ave 5.
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 p.m.  

TO  

7. CITY AND STATE & ZIP CODE  
San Jose, CA 95131 

8. PHONE # & AREA CODE  
408-213-4567 

Notice of Inspection is hereby given pursuant to Section 704(a)(1) of the Federal Food, Drug, and Cosmetics Act [21 U.S.C. 
374(a)] and/or Part F or G, Title III of the Public Health Service Act [42 U.S.C. 262-264]  
9. SIGNATURE (Food and Drug Administration Employee(s))  

Sidney H. Rogers 
10. TYPE OR PRINT NAME AND TITLE (FDA Employee(s))  
Sidney H. Rogers, Investigator 

1 Applicable portions of Section 704 and other Sections of the Federal 
Food, Drug, and Cosmetic Act [21 U.S.C. 374] are quoted below:  
Sec. 704. (a)(1) For purposes of enforcement of this Act, officers or 
employees duly designated by the Secretary, upon presenting ap-
propriate credentials and a written notice to the owner, operator, or 
agent in charge, are authorized (A) to enter, at reasonable times, any 
factory, warehouse, or establishment in which food, drugs, devices, or 
cosmetics are manufactured, processed, packed, or held, for intro-
duction into interstate commerce or after such introduction, or to enter 
any vehicle being used to transport or hold such food, drugs, devices, or 
cosmetics in interstate commerce; and (B) to inspect, at reasonable 
times and within reasonable limits and in a reasonable manner, such 
factory, warehouse, establishment, or vehicle and all pertinent 
equipment, finished and unfinished materials, containers, and labeling 
therein. In the case of any factory, warehouse, establishment, or 
consulting laboratory in which prescription drugs, nonprescription drugs 
intended for human use, or restricted devices are manufactured, 
processed, packed, or held, inspection shall extend to all things therein 
(including records, files, papers, processes, controls, and facilities) 
bearing on whether prescription drugs, nonprescription drugs intended 
for human use or, restricted devices which are adulterated or 
misbranded within the meaning of this Act, or which may not be 
manufactured, introduced into interstate commerce, or sold, or offered 
for sale by reason of any provision of this Act, have been or are being 
manufactured, processed, packed, transported, or held in any such 
place, or otherwise bearing on violation of this Act. No inspection 
authorized by the preceding sentence or by paragraph (3) shall extend 
to financial data, sales data other than shipment data, pricing data, 
personnel data (other than data as to qualifications of technical and 
professional personnel performing functions subject to this Act), and 
research data (other than data relating to new drugs, antibiotic drugs 
and devices and, subject to reporting and inspection under regulations 
lawfully issued pursuant to section 505(i) or (k), section 507(d) or (g), 
section 519, or 520(g), and data relating to other drugs or devices which 
in the case of a new drug would be subject to reporting or inspection 
under lawful regulations issued pursuant to section 505(j) of the title). A 
separate notice shall be given for each such inspection, but a 
notice shall not be required for each entry made during the period 
covered by the inspection. Each such inspection shall be 
commenced and completed with reasonable promptness.  
Sec. 704(e) Every person required under section 519 or 520(g) to 
maintain records and every person who is in charge or custody of such 
records shall, upon request of an officer or employee designated by the 
Secretary, permit such officer or employee at all reasonable times to 
have access to and to copy and verify, such records.  
Section 704 (f)(1) A person accredited under section 523 to review 
reports made under section 510(k) and make recommendations of initial 
classifications of devices to the Secretary shall maintain records 
documenting the training qualifications of the person and the employees 
of the person, the procedures used by the person for handling 
confidential information, the compensation arrangements made by the 
person, and the procedures used by the person to identify and avoid 
conflicts of interest. Upon the request of an officer or employee 
designated by the Secretary, the person shall permit the officer or 
employee, at all reasonable times, to have access to, to copy, and to 
verify, the records.  
Section 512 (l)(1) In the case of any new animal drug for which an 
approval of an application filed pursuant to subsection (b) is in effect, the 
applicant shall establish and maintain such records, and make such 
reports to the Secretary, of data relating to experience, including 
experience with uses authorized under subsection (a)(4)(A), and other 
data or information, received or otherwise obtained by such applicant 
with respect to such drug, or with respect to animal feeds bearing or 
containing such drug, as the Secretary may by general regulation, or by  

order with respect to such application, prescribe on the basis of a finding 
that such records and reports are necessary in order to enable the 
Secretary to determine, or facilitate a determination, whether there is or 
may be ground for invoking subsection (e) or subsection (m)(4) of this 
section. Such regulation or order shall provide, where the Secretary 
deems it to be appropriate, for the examination, upon request, by the 
persons to whom such regulation or order is applicable, of similar infor-
mation received or otherwise obtained by the Secretary.  
 (2) Every person required under this subsection to maintain 
records, and every person in charge or custody thereof, shall, upon 
request of an officer or employee designated by the Secretary, permit 
such officer or employee at all reasonable times to have access to and 
copy and verify such records.  

2 Applicable sections of Parts F and G of Title III Public Health Service 
Act [42 U.S.C. 262-264] are quoted below:  

Part F - Licensing - Biological Products and Clinical Laboratories  
and* * * * * *  

Sec. 351(c) "Any officer, agent, or employee of the Department of Health 
and Human Services, authorized by the Secretary for the purpose, may 
during all reasonable hours enter and inspect any establishment for the 
propagation or manufacture and preparation of any virus, serum, toxin, 
antitoxin, vaccine, blood, blood component or derivative, allergenic 
product, or other product aforesaid for sale, barter, or exchange in the 
District of Columbia, or to be sent, carried, or brought from any State or 
possession into any other State or possession or into any foreign country, 
or from any foreign country into any State or possession."  

Part F - * * * * * *Control of Radiation.  

Sec. 360 A (a) "If the Secretary finds for good cause that the methods, 
tests, or programs related to electronic product radiation safety in a 
particular factory, warehouse, or establishment in which electronic 
products are manufactured or held, may not be adequate or reliable, 
officers or employees duly designated by the Secretary, upon presenting 
appropriate credentials and a written notice to the owner, operator, or 
agent in charge, are thereafter authorized (1) to enter, at reasonable 
times any area in such factory, warehouse, or establishment in which the 
manufacturer’s tests (or testing programs) required by section 358(h) are 
carried out, and (2) to inspect, at reasonable times and within reasonable 
limits and in a reasonable manner, the facilities and procedures within 
such area which are related to electronic product radiation safety. Each 
such inspection shall be commenced and completed with reasonable 
promptness. In addition to other grounds upon which good cause may be 
found for purposes of this subsection, good cause will be considered to 
exist in any case where the manufacturer has introduced into commerce 
any electronic product which does not comply with an applicable 
standard prescribed under this subpart and with respect to which no 
exemption from the notification requirements has been granted by the 
Secretary under section 359(a)(2) or 359(e)."  

 (b) "Every manufacturer of electronic products shall establish 
and maintain such records (including testing records), make such 
reports, and provide such information, as the Secretary may reasonably 
require to enable him to determine whether such manufacturer has 
acted or is acting in compliance with this subpart and standards pre-
scribed pursuant to this subpart and shall, upon request of an officer or 
employee duly designated by the Secretary, permit such officer or 
employee to inspect appropriate books, papers, records, and documents 
relevant to determining whether such manufacturer has acted or is 
acting in compliance with standards prescribed pursuant to section 
359(a)."   * * * * * *  
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 (f) "The Secretary may by regulation (1) require dealers and 
distributors of electronic products, to which there are applicable 
standards prescribed under this subpart and the retail prices of which is 
not less than $50, to furnish manufacturers of such products such 
information as may be necessary to identify and locate, for purposes of 
section 359, the first purchasers of such products for purposes other 
than resale, and (2) require manufacturers to preserve such information 
Any regulation establishing a requirement pursuant to clause (1) of the 
preceding sentence shall (A) authorize such dealers and distributors to 
elect, in lieu of immediately furnishing such information to the 
manufacturer to hold and preserve such information until advised by the 
manufacturer or Secretary that such information is needed by the 
manufacturer for purposes of section 359, and (B) provide that the 
dealer or distributor shall, upon making such election, give prompt notice 
of such election (together with information identifying the notifier and the 
product) to the manufacturer and shall, when advised by the 
manufacturer or Secretary, of the need therefore for the purposes of 
Section 359, immediately furnish the manufacturer with the required 
information. If a dealer or distributor discontinues the dealing in or 
distribution of electronic products, he shall turn the information over to 
the manufacturer. Any manufacturer receiving information pursuant to 
this subsection concerning first purchasers of products for purposes 
other than resale shall treat it as confidential and may use it only if 
necessary for the purpose of notifying persons pursuant to section 
359(a)."  

Sec. 360 B.(a) It shall be unlawful- 
 (1) * * *  
 (2) * * *  
 (3) "for any person to fail or to refuse to establish or maintain 
records required by this subpart or to permit access by the Secretary or 
any of his duly authorized representatives to, or the copying of, such 
records, or to permit entry or inspection, as required or pursuant to 
section 360A."  

 * * *  

Part G - Quarantine and Inspection  

Sec. 361(a) "The Surgeon General, with the approval of the Secretary, is 
authorized to make and enforce such regulations as in his judgment are 
necessary to prevent the introduction, transmission, or spread of 
communicable diseases from foreign countries into the States or 
possessions, or from one State or possession into any other State or 
possession. For purposes of carrying out and enforcing such regulations, 
the Surgeon General may provide for such inspection, fumigation, 
disinfection, sanitation, pest extermination, destruction of animals or 
articles found to be so infected or contaminated as to be sources of 
dangerous infection to human beings, and other measures, as in his 
judgment may be necessary." 
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